Issues of device safety in a developing country.
Safe use of medical devices is a comprehensive concept with its technical integration. It includes not only its procedural operations but also its vigilance to patient status, correct installation of device, proper user's education and training, appropriate device maintenance, user facility compatibility, and acceptable interference from environment. Consequently, in technology advanced countries, the safety of medical device can be monitored by the operations through both the premarket approval and the postmarket surveillance. This also implies that regulations and standards take its own significant role to the safe operations of medical device. However, with the integrated and hierarchical operation of regulations and standards on medical devices is even non-existent in most of developing and underdeveloping countries. This article presents safety issues of medical devices in these particular circumstances.